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REMARKS 

Claims 23-52 are presently pending in the case. Claims 1-22 have been cancelled 
hereby. The new claims are supported by the specification and claims as originally fUed. The 
claims correspond to claims that were pending in the parent application. 

Consideration of the present case in view of the amendments herein is requested. 

Claim rejections under judicially created doctrine of Double Patenting 

The Examiner rejected claims 33-37 and 47-52 under the judicially created 
doctrine of double patenting as being unpatentable over the claims of U.S. Patent 6,655,379. 

To expedite prosecution of the present case, Applicant submits herewith a 
terminal disclaimer in compliance with 37 CFR 1321(c) in accordance with the Examiner's 
suggestion. It is requested that the double patenting rejection be removed in view of this 
disclaimer. 

Double Patenting 

The Examiner also rejected claims 23-32 and 38*46 under 35 XJ.S.C 101 as 
claiming the same invention as that of claims 1-10 and 12-20 of U.S. Patent 6,655,379. The 
rejection is traversed. 

It is believed that the claims that were published by the Patent and Trademark 
Office in 6,655,379 are not the claims that were intended to be published. As a review of the file 
history of 6,655,379 reveals, the following claims were allowed and intended to be printed in 
6,655,379 (as numbered during pendancy); 

J I . A device for i ncreasing the bioavailability of an aerosolized active agent, said device 
comprising a flow rcsoictor which provides a variable flow resistance for limiting the flow of an 
aerosolized active agent formulation to a human patient to less than 1 7 liters per minute, wherein the 
device is adapted to aerosolize the active agent formulation and wherein the active agent formulation 
is (i) a powder, (ii) a solution, suspension. Or slurry that may be nebulized, or <iii) suspended or 
dissolved in a propcllajiL 

12. The device of claim 1 1 wherein the flow restrictor comprises an orifice. 

1 3. The device of claim 1 2 wherein the flow restrictor comprises aperture* of 0.5 to 0.9 
mm in diameter. 

6 

PAGE 8/16 * RCVD AT 218/2006 1:17:38 PM [Eastern Standard Time] 1 SVR:USPT0€FXRF-6I26 ' DNISOTO * CSID:6506206395 * DURATION (mm-ss):Q5-2Q 



02/08/2006 10:16 6506206395 



NEKTAR 



PAGE 



1 4. A device for delivering an active agent to the lungs of a human patient, said device 
comprising a flow refttr ictcn- for limiting the flow of an aerosolized active agent formulation , 
wherein the flow restnetor is a valve that varies the flow resistance to limit the flow to a rate less 
than 17 liters per minute . 

1 5- The device of claim 1 1 wherein the flow restrictcr is a valve thai provides for 
decreasing resistance with increasing flow rate. 

16, The device of claim I ] wherein the flow restrictor is a valve that provides for high 
resistance at all flow rates except a desired flow rate range. 

1 7. The device of claim 1 J wherein the device is adapted to he used with an active agent 
selected from the group consisting of insulin, cyclosporin* parathyroid hormone, follicle stimulating 
hormone, alpha- L -antitrypsin, budesomde, human growth hormone, growth hormone releasing 
hormone. Interferon alpha, interferon beta, growth colony stimulating factor, Jeutiruzing hormone 
releasing hormone, calcitonin, low molecular weight heparin, somatostatin* respiratory syncytial 
virus antibody, erythropoietin. Factor VIIT, Factor JX, ccredase, cerezyme and analogues, agonists 
and antagonists thereof. 

21. A device for delivering aerosolized insulin to the lungs of a human patient, wherein 
said device comprises a flow restrictor which provides a variable flow resistance to restrict an 
inspiratory flow rate of an aerosolized insulin formulation to less than 17 liters per minute and 
wherein the device is adapted to aerosolize the insulin. 

22. The device of claim 2 1 wherein the flow restrictor provides a variable flow 
resistance to restrict the inspiratory flow rate to 1 0 liters per minute or less. 

23. The device of claim 1 J wherein the active agent formulation is a powder and 
wherein die device is adapted to aerosolize the active agent formulation. 

24. The device or claim 1 1 wherein the active agent formulation is contained in a blister 
and wherein the device is adapted to receive the blister 

27. The device of claim 2 1. wherein the acdve agent formul ation is a powder and 
wherein the device is adapted to aerosolize the active agent formulation. 

28. The device of claim 21 wherein the active agent formulation is contained in a blister 
and wherein the device is adapted to receive the blister. 

29. A device for delivering an aerosolized active agent to the lungs of b human patient, 
wherein said device comprises an orifice that varies in size so that an aerosolized active agent 
formulation may be delivered at an inspiratory flow rate of less than ) 7 liters per minute, wherein the 
device is adapted to aerosolize the active agent formulation and wherein the active agent formulation 
is (i) a powder, (ii) a solution, suspension, or slurry that may he nebulized, or (Hi) suspended or 
dissolved in a propcllam, 

30- The device of claim 29 wherein the device is adapted to deliver an aerosolized 
insulin formulation to the lungs. 

3 1 . The device of claim 29 wherein the orifice varies in size so that the aerosolized 
active agent formulation may be delivered at an inspiratory flow rate of 10 liters per minute or less. 

32. The device of claim 29 wherein the active agent formulation is a powder and 
wherein the device is adapted u> aerosolize the active agent formulation. 

33. The device of claim 29 wherein the active agent formulation is contained in a blister 
and wherein the device is adapted to receive the blister. 

34. A device for delivering an aerosolized active agent to the lungs of a human patient, 
said device comprising; 

a chamber in flow communication with a mouthpiece; 
means for aerosolizing the active agent; and 

means for varying the flow resistance to limit an inspiratory flow rate through the 
mouthpiece to less than 17 liters per minute, 

whereby an aerosolized active agent formulation in the chamber may be delivered to 
rhc human patient the active agent formulation being (i) a powder, (ii) a solution, suspension, or 
slurry that may be nebulized, or (iii) suspended or dissolved in a propcllant 
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35. The device of claim 34 wherein the inspiratory flow rate is limited to 10 liters per 
minute or less. 

36. The device of claim 34 wherein the device is adapted to deliver an aerosolized 
insulin formulation to the lungs. 

38. The device of claim 34 wherein the active agent formulation, is a powder and 
wherein the device is adapted to aeroaoli to the active agent formulation. 

39- The device of claim 34 wherein the active agent formulation is contained in a blister 
and wherein the device is adapted to receive the blister. 

40- The device of claim 1 1 wherein the device is adapted to aerosolize a powder active 
agem formulation. 

41. The device of claim 40 wherein the device is adapted to aerosoliice the powder accive 
agent formulation using compres^d air. 



As can be seen, the presently pending claims are not identical to the allowed 
claims in 6,655,379. Accordingly, Applicant requests withdrawal of the rejection under 35 
U.S.C.101. 



Applicant is in the process of correcting the printing error in the 6,655,379 patent. 
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Conclusion 



Should the Examiner have any questions, the Examiner is requested to cal] the 



undersigned at the number given below. 



Please send all correspondence to: 

Guy Tucker 

Ncktar Therapeutics 

150 Industrial Road 

San Carlos, CA 94070 

Phone: (650) 620-5501 

Fax: (650)631-3125 
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Respectfully submitted. 



NEKTAR THERAPUETICS 
(formerly INHALE THERAPEUTIC 
SYSTEMS, INC. 





ty V. Tucker 

Reg. No. 45,302 



